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NON INVASIVE DEVICES

Rule 1
Either do not touch
patient or contact

only intact skin

Class I

For use with blood,
other body fluids,
organs, tissues

Rule 2
Channelling or

storing for eventual
administration

Class I

May be connected to
an active medical

device

Class IIa Class IIa

or or

Rule 3
Modify biological or chemical

composition of blood, body liquids,
other liguids intended for infusion

Class IIb

Only filtration,
centrifugation or

exchange of gas or heat

Class IIa

or

Rule 4
In contact with injured

skin (mechanical barrier -
absorb exudates)

Class I

Intended for wounds which
breach dermis and heal
only by secondary intent

Class IIb

or

Intended to manage micro-
environment of wound +

others

Class IIa

or



Ru le  5
Invas ive  in b od y
 or ific e  o r stom a
(n ot su rg ical ly)

T rans ien t use Long term
use

S hort te rm
use

Connec te d to a n
ac tive medical

device of Class IIa
o r higher

C lass
IIa

C lass
I

If o nly  in o ra l
cav ity, e ar  c an al
o r nasal  cav ity

C lass
I

C lass
IIb

If o nly  in o ra l
cav ity, e ar  c anal
o r nasal  cav ity

C lass
IIa

C lass
IIao ro r

Ru le  6
S ur gica ll y  invas ive

- tra nsien t  use

C lass IIa

Reusa b le su rg ical
ins t ru m e nt

D iagnose/control
- d efec t o f heart/

centra l cir cula tion system

o r o r

o r
S upply energy/

io niz ing  ra diatio n

C lass III

C lass I

C lass IIb

C lass IIb

B iolog ica l effect
-m ainly  abso rb ed

Class IIb

System to
a dm inis te r m ed icin es

- p otent ial ly hazardous

o r

o r

INVASIV E  D E V ICES



 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Specifically to 
monitor/correct defect 

of heart or central 
circulatory system – 

by direct contact 

For use in direct 
contact with central 

nervous system 

Biological effect  
mainly absorbed 

Undergo chemical 
change  

in body – or 
administer  
medicines  

(NOT in teeth) 

To be placed in teeth 

Used in direct contact 
with heart or central 
circulatory / nervous 

system 

Biological effect or 
mainly absorbed 

Undergo chemical 
change in body – or 

administer medicines 
(NOT in teeth) 

Rule 7 
Surgically 
invasive 

Short-term use 

Rule 8 
Surgically 
invasive 

Long-term use 
and implantable 

devices 

 

Supply energy/ 
ionizing radiation 



 
 
 

ACTIVE DEVICES

Rule 10
Active device for diagnosis. May

supply energy, for "imaging
purpose" monitor vital

physiological processes

IIa

IIb

When used to monitor
vital processes where
variations could result
in immediate danger

IIb

or

SPECIAL RULE
All devices emitting
ionizing radiation

and related
monitors in medical

procedure

or

Rule 9
Active therapeutic devices
intended to administer or

exchange energy

IIa

IIb

Administer or
exchange
energy in
potentially

hazardous way

or or

IIb

Intended to
control &

monitor or
influence

directly a class
IIb active

therapeutic
device

Rule 12
All other active devices

I

Rule 11
Active devices to administer
remove medicines & other

substances to or from the body

IIa

IIb

If this is in a
potentially

hazardous way

or

Special rule
All devices emitting

ionizing radiation and
related monitors in
medical procedure

IIb


